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Q : ! ort, the iv¥ 1
the LA Times and Forbes Magazine describe actual patient injuries. 1 also believe that
’ .cction,s"a:e\f!l_nd@r,-rgpbrteq due to insufficient patient tracking and that m Yy

due to device failure are under-reported due to legal liability concerns

- Although many reprocessors claim that reprocessing has been going on for twenty yea

- the fact is that this was with respect to reusable devices and opened but unused single u

- devices. In today’s cost cutting environment, it is proper to look at all possible areas'to
‘sa but reprocessing complex, plastic, single used devices such as biopsy

ncterotomies, electrophysiology catheters and angioplasty catheters is simply

- not a safe avenue to pursue until these reprocessed devices receive FDA approval for
ceuse Efreanes i

This practice also poses many ethical questions. There is no medical benefit to t
patient, and, it is my understanding, that the patient does not receive lower healthcare
- costs. Tt is also my understanding that patients are not told that used disposable d
_ will be used on them. Without such knowledge, patients cannot protect themselves

Asa

 healthcare "ﬁrcr)fé‘s'sidrial_, I want to speak out on their behalf -




gument that if clinical tests were set up to prove whether ¢
1sposable dev1c safe for réuse informed patien
el ' ely on a lack of any data to sup
eed not be 1 suffic

‘ they do today As on

, Class I exempt devices and will likely be deemed isk es,

- _despite studies by mauufac urers showmg that many reprocessed bxopsy*fo : \m"g"‘o:nj o
_hospital shelves are contaminated with drug resistant bacteria, Importantly, biopsy = -~

forceps are critical dewces which break the mucosal barrier when samples : are taken'and,

~ thus, can easlly pass bactena remammg on the devme to the unsuspecting pati

Reprocessors of smgle use devxces c]axm to have the equlpment and expemse nec
- to “properly” reprocess used single use devices. They are, theref

: care workers and patients. In addition, reprocessis g
~r‘;[reuse hanges the de mto a reusable dev:ce Accordingly, reproce ,
zregulated in the same manner as original equipment manufacturers usmg the ex1 g ‘
_FDA regulatxons for reusable devices. To create a new regulatory policy wastes valuable ; °

FDA resources and delays regulatory enforcement putting, thus patlents urmecessahly at
: \nsk‘for an undetermmed penod of tlme v .
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